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necessary, to the members of the Clin-
ical Laboratory Improvement Advisory 
Committee. 

[57 FR 7185, Feb. 28, 1992, as amended at 58 
FR 5237, Jan. 19, 1993; 60 FR 20051, Apr. 24, 
1995; 68 FR 3714, Jan. 24, 2003] 
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AUTHORITY: Secs. 1102 and 1871 of the Social 
Security Act (42 U.S.C. l302 and l395hh). 

SOURCE: 73 FR 20475, Apr. 15, 2008, unless 
otherwise noted. 

Subpart A—General Provisions 
§ 494.1 Basis and scope. 

(a) Statutory basis. This part is based 
on the following provisions: 

(1) Section 299I of the Social Security 
Amendments of 1972 (Pub. L. 92–603), 
which extended Medicare coverage to 
insured individuals, their spouses, and 
their dependent children with ESRD 

who require dialysis or transplan-
tation. 

(2) Section 1861(e)(9) of the Act, 
which requires hospitals to meet such 
other requirements as the Secretary 
finds necessary in the interest of 
health and safety of individuals who 
are furnished services in the institu-
tion. 

(3) Section 1861(s)(2)(F) of the Act, 
which describes ‘‘medical and other 
health services’’ covered under Medi-
care to include home dialysis supplies 
and equipment, self-care home dialysis 
support services, and institutional di-
alysis services and supplies. 

(4) Section 1862(a) of the Act, which 
specifies exclusions from coverage. 

(5) Section 1881 of the Act, which au-
thorizes Medicare coverage and pay-
ment for the treatment of ESRD in ap-
proved facilities, including institu-
tional dialysis services, transplan-
tation services, self-care home dialysis 
services, and the administration of 
erythropoiesis-stimulating agent(s). 

(6) Section 12(d) of the National 
Technology Transfer and Advancement 
Act of 1995 (Pub. L. 104–113), which re-
quires Federal agencies to use tech-
nical standards that are developed or 
adopted by voluntary consensus stand-
ards bodies, unless their use would be 
inconsistent with applicable law or 
otherwise impractical. 

(b) Scope. The provisions of this part 
establish the conditions for coverage of 
services under Medicare and are the 
basis for survey activities for the pur-
pose of determining whether an ESRD 
facility’s services may be covered. 

§ 494.10 Definitions. 
As used in this part— 
Dialysis facility means an entity that 

provides outpatient maintenance dialy-
sis services, or home dialysis training 
and support services, or both. A dialy-
sis facility may be an independent or 
hospital-based unit (as described in 
§ 413.174(b) and (c) of this chapter) that 
includes a self-care dialysis unit that 
furnishes only self-dialysis services. 

Discharge means the termination of 
patient care services by a dialysis fa-
cility or the patient voluntarily termi-
nating dialysis when he or she no 
longer wants to be dialyzed by that fa-
cility. 
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Furnishes directly means the ESRD fa-
cility provides the service through its 
own staff and employees or through in-
dividuals who are under direct contract 
to furnish these services personally for 
the facility. 

Home dialysis means dialysis per-
formed at home by an ESRD patient or 
caregiver who has completed an appro-
priate course of training as described 
in § 494.100(a) of this part. 

Self-dialysis means dialysis performed 
with little or no professional assistance 
by an ESRD patient or caregiver who 
has completed an appropriate course of 
training as specified in § 494.100(a) of 
this part. 

Transfer means a temporary or per-
manent move of a patient from one di-
alysis facility to another that requires 
a transmission of the patient’s medical 
record to the facility receiving the pa-
tient. 

§ 494.20 Condition: Compliance with 
Federal, State, and local laws and 
regulations. 

The facility and its staff must oper-
ate and furnish services in compliance 
with applicable Federal, State, and 
local laws and regulations pertaining 
to licensure and any other relevant 
health and safety requirements. 

Subpart B—Patient Safety 
§ 494.30 Condition: Infection control. 

The dialysis facility must provide 
and monitor a sanitary environment to 
minimize the transmission of infec-
tious agents within and between the 
unit and any adjacent hospital or other 
public areas. 

(a) Standard: Procedures for infection 
control. The facility must demonstrate 
that it follows standard infection con-
trol precautions by implementing— 

(1)(i) The recommendations (with the 
exception of screening for hepatitis C), 
found in ‘‘Recommendations for Pre-
venting Transmission of Infections 
Among Chronic Hemodialysis Pa-
tients,’’ developed by the Centers for 
Disease Control and Prevention, Mor-
bidity and Mortality Weekly Report, 
volume 50, number RR05, April 27, 2001, 
pages 18 to 28. The Director of the Fed-
eral Register approves this incorpora-
tion by reference in accordance with 5 

U.S.C. 552(a) and 1 CFR Part 51. This 
publication is available for inspection 
at the CMS Information Resource Cen-
ter, 7500 Security Boulevard, Central 
Building, Baltimore, MD or at the Na-
tional Archives and Records Adminis-
tration (NARA). Copies may be ob-
tained at the CMS Information Re-
source Center. For information on the 
availability of this material at NARA, 
call 202–741–6030, or go to: http:// 
www.archives.gov/federal_register/ 
code_of_regulations/ibr_locations.html. 
The recommendation found under sec-
tion header ‘‘HBV-Infected Patients’’, 
found on pages 27 and 28 of RR05 
(‘‘Recommendations for Preventing 
Transmission of Infections Among 
Chronic Hemodialysis Patients’’), con-
cerning isolation rooms, must be com-
plied with by February 9, 2009. 

(ii) When dialysis isolation rooms as 
required by (a)(1)(i) are available lo-
cally that sufficiently serve the needs 
of patients in the geographic area, a 
new dialysis facility may request a 
waiver of such requirement. Isolation 
room waivers may be granted at the 
discretion of, and subject to, additional 
qualifications as may be deemed nec-
essary by the Secretary. 

(2) The ‘‘Guidelines for the Preven-
tion of Intravascular Catheter-Related 
Infections’’ entitled ‘‘Recommenda-
tions for Placement of Intravascular 
Catheters in Adults and Children’’ 
parts I–IV; and ‘‘Central Venous Cath-
eters, Including PICCs, Hemodialysis, 
and Pulmonary Artery Catheters, in 
Adult and Pediatric Patients,’’ Mor-
bidity and Mortality Weekly Report, 
volume 51 number RR–10, pages 16 
through 18, August 9, 2002. The Director 
of the Federal Register approves this 
incorporation by reference in accord-
ance with 5 U.S.C. 552(a) and 1 CFR 
part 51. This publication is available 
for inspection at the CMS Information 
Resource Center, 7500 Security Boule-
vard, Central Building, Baltimore, MD 
or at the National Archives and 
Records Administration (NARA). Cop-
ies may be obtained at the CMS Infor-
mation Resource Center. For informa-
tion on the availability of this mate-
rial at NARA, call 202–741–6030, or go 
to: http://www.archives.gov/fed-
eral_register/code_of_regulations/ 
ibr_locations.html. 
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